w 5 



PATENT COOPERATION TREA 



PCT/JP2003/0 10504 

■1II1111U1 

PCT RtC'd PCT/PTO 2 5 FEB 2005 

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 

(Chapter n of the Patent Cooperation Treaty) 

t 

(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
HM1023PCT 



International application No. 

PCT/JP2003/0 10504 



FOR FURTHER ACTION 



See Form PCMPEA/4 1 6 



International filing date {day/month/year) 
20 August 2003 (20.08.2003) 



International Patent Classification (IPC) or national classification and IPC 

A61K 9/00, 9/70, 47/10, 47/30, 47/32, 47/34, 47/36, 47/38, 47/42, 47/46, 3 1/573, A61P 5/44 



Priority date (day/montli/year) 

30 August 2002 (30.08.2002) 



Applicant 



fflSAMITSU PHARMACEUTICAL CO., INC. 



2. 
3. 



This REPORT consists of a total of 4 sheets, including this cover sheet. 



. sheets, as follows: 



This report is also accompanied by ANNEXES, comprising- 

(sent to the applicant and to the International Bureau) a total of 

^ 21*! dCS ? ? ti .° n> Cla T a ? d/or drawin S s which have been tended and are the basis of this report 
Sn^rinSnt * "* ( "" RU,e ^ "* 607 rftte 

' S^ iC !i SU F erSede e f iC - r ShCetS ' but Which * is Au *<>rity considers contain an amendment that goes 
SupplltntaiBl,x SUre mtCmatl0naI a PP lication » as indicated in item 4 of Box No. I and the 

b. □ (sent to the International Bureau only) a total of (indicate type and number of electronic carriers)) 
reaHahi^ form »„k, • a- . j ■ ^ A contaimn 8 a sequence listing and/or tables related thereto, in computer 
^SSi^'SiSSSr' SUPplCmental B ° X Relati "g t0 *"*>«» Lining (see Section 802 of the 



4. This report contains indications relating to the following items: 



Box No. I 
Box No. II 
Box No. Ill 
Box No. IV 
Box No. V 

Box No. VI 
Box No. VII 



Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

SSITT ? der Artide - 35(2) With regard t0 noveIt * inventive ste P ° r industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 



□ 
□ 
□ 

□ 
□ 

□ BoxNo. VIII Certain observations on the international application 



Date of submission of the demand 

10 March 2004 (10.03.2004) 



Name and mailing address of the IPEA/JP 



Facsimile No. 



Date of completion of this report 

14 October 2004 (14.10.2004) 



Authorized officer 



Telephone No. 



Form PCT/IPEA/409 (cover sheet) (January 2004) 



BEST AVAILABLE CC? Y 



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



International application No. 

PCT/JP2003/0 10504 



[Box No. I Basis of the report 



1 " ^^^3^^ is based on taternational app,ication in * e in which » was **. 

□ This report is based on translations from the original language into the following language 

which is language of a translation furnished for the purpose of: s s s 

□ 

international search (under Rules 12.3 and 23 1(b)) 

□ 

publication of the international application (under Rule 12 4) 
□ international preliminary examination (under Rules 55.2 and/or 55.3) 



r e,eme ^° f intemational application, this report is based on (replacement sheets which have been 

1 f ZT^t^Z7^l respome to an imitation ^ Article 14 re/erred £ * *■ report ° s StSA? 

[_<_ The international application as originally filed/furnished 
I I the description: 
pages 

. . _ , , as originally filed/furnished 



pages* 



[ j the claims: 

pages 

pages* 
pages* 



_ received by this Authority on 
_ received by this Authority on 



, as originally filed/furnished 

as amended (together with any statement) under Article 19 



I I the drawings: 

pages 

pages* 

pages* 



received by this Authority on 
received by this Authority on 



_ received by this Authority on 
received by this Authority on 



as originally filed/furnished 



□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 

The amendments have resulted in the cancellation of: 

I I the description, pages 

I I the claims, Nos. 



the drawings, sheets/figs 

I I the sequence listing (specify): 

[__] any table(s) related to sequence listing (specify): 



4 ' ^ madVTn« h ute^avf hti, Shed ( ?T "V* T^T* 5 annexed t0 re P ort Wow had not been 

Se 70 2?c* «"«idered to go beyond the disclosure as filed, as indicated in the Supplemental Box 

the description, pages 
I I the claims, Nos. 



□ 

the drawings, sheets/figs 

□ 

the sequence listing (specify)- 

□ 

any table(s) related to sequence listing (specify): . 



* If item 4 applies, some or all of those sheets may be marked "superseded. " 



Form PCT/EPEA/409 (Box No. I) (January 2004) 



BEST AVAILABLE COPY 



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



Box No. V 



ional application No. 
PCT/JP03/10504 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 
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Claims 
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2. Citations and explanations (Rule 70.7) 

DocZen!2- EP lS" t^m^T ^ fac >^ November, 1997 (04.11.97) 

uocument2. EP, 1133985, Al (Hisamitsu Phannaceutical Co, Inc.), 19 September, 2001 (19.09.01) 

llnventive Step 
|ciaims 1-15 

| me th^w ent 1 d f Crfbe u ? ^ h6Sive gel com P° siti ^ f<* iontophoresis preparations, containing (1) 

T^ S1 ? copolymer, (2) crosslinked N-vinylacetamide, (3) a polyfunction^ epoxv 

dTS^l 3 pol ^ ic f oho1 1-5. examples 1-7), and also describes £K?££552 be 

□ ° C Jf ted mto f 1101 *' such as dexamethasone sodium phosphate, as drugs capable of being mixed wufr the 
said adhesive gel composition (paragraph [0027]). "Jixeu wiui tne 

L ° om P arison between the subject matter of claim 1 of the present application and the invention 

described m document 1 the former has a natural polymeric substance mixed, wbiL fte i^ntf s^cify 
it as only one difference from the former. In the other constitution, both agree with each other * ^ 

Lh«t»t u °f Preparations, before the filing date of the present apphcation, mixing a natural polymeric 
EK^^2£ir h 8 8 US6d fOT io ^oresis was a matter well known^o^on 

CnH ! k ^ Furthermore, using plural polymers together, for example, as an adhesion strengthenmg aeent 
Q a H 1S / S ° f ?° sidered to have bee » a Unique well known to a person skilled in mVaTsoTpeSon 
|2r^ 

(to rj^™^«^ e £S£ ~ method ° f - imposition, as required, is not considered 

Lcial^f^ ^ M * rf *° present Ration are not considered to exhibit any 

special effect which could not have been predicted by a person skilled in the art, compared with document 1 
using methoxyethylene maleic anhydride copolymer as an ionic synthetic polymer 
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